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DETAILED ACTION 

Claims 1-18 and 20-39 are currently pending in the instant application. Applicants 
have added new claims 36-39 in the amendment filed on March 24, 2009. Claims 1-18 
and 20-39 are rejected in this Office Action. 

I. Response to Arguments/Remarks 

Applicants' arguments, filed on March 24, 2009, relating to the rejection of claims 
1 -1 8 and 20-35 under 35 USC 1 12, first paragraph for scope of enablement and the 
rejection of claims 1 -1 8 and 20-35 under 35 USC 1 1 2, as failing to comply with the 
written description requirement have been fully considered but are not persuasive. 

Applicants traverse the rejection of claims 1-18 and 20-35 under 35 USC 112, 
first paragraph for scope of enablement. Applicants argue that one of ordinary skill in 
the art would understand the invention and that there would be no undue 
experimentation required. Applicants further argue that based on the contents of the 
disclosure each and every aspect of the claimed invention can be performed by routine 
experiments with the knowledge of the skilled worker. However, the Examiner wants to 
first make clear that the rejection is not only for 2-piperidineacetic acid. It is for 
homoproline, homoaspartic acid, etc. The Examiner only used the 2-piperidineacetic 
acid as an example hence the use of the phrase "such as 2-piperidineacetic". 
Applicants are only enabled for the amino acid derivatives that are disclosed in the 
working examples in the specification. In Applicants' claims, there are three different 
reactions that can be used to prepare various amino acid derivatives. Applicants have 
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failed to show in the specification how to prepare the listed amino acid derivatives using 
each of the different reactions. According to the statute of 1 1 2, first paragraph, "The 
specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated 
by the inventor of carrying out his invention." Applicants have failed to disclose a clear 
description for a method of preparing the claimed amino acid derivatives by using a 
process selected from the group consisting of periodate oxidation, ozonolysis and 
Baeyer-Villiger oxidation. Further, Applicants' claimed process steps are not in full, 
clear, concise and exact terms. Thus the Examiner has maintained the rejection of 
claims 1-18 and 20-35 under 35 USC 112, first paragraph for scope of enablement. 
The Examiner wants to emphasize that Applicants' specification is enabled for the 
compounds disclosed in example 1 and 2 on pages 5-13 and not for all of the amino 
acid derivatives claimed in the instant claims. 

Applicants traverse the rejection of claims 1 -1 8 and 20-35 under 35 USC 1 1 2, 
first paragraph as failing to comply with the written description requirement for the term 
"carbanionic reagent". Applicants argue that the term is defined at page 3 lines 1-5 and 
page 4 lines 1 1 -1 5 of the specification. However, the Examiner wants to point out that 
in both parts that Applicants have pointed out, the term "carbanionic reagent" is not 
clearly defined. Applicants have provided an example of what is embraced by the term 
"carbanionic reagent" but an example is not considered a clear and concise definition of 
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all of the structures that are embraced by the term. Applicants have defined the term 
"carbanionic reagent" as containing at least 3 carbon atoms and comprising an 
unsaturated group so as to form an unsaturated amine. This definition is not clear and 
concise and one of ordinary skill in the art would not know the metes and/or bounds of 
the term. Thus, the Examiner has maintained the rejection of claims 1-18 and 20-35 
under 35 USC 112, first paragraph as failing to comply with the written description 
requirement. 



II. Rejection(s) 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-18 and 20-39 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for preparing several amino acid 
derivatives (See pages 5-13 of the specification), does not reasonably provide 
enablement for preparing all amino acid derivatives selected from listed in claim 1 such 
as 2-piperidineacetic acid. The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make the invention 
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commensurate in scope with these claims. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case 

The nature of the invention 

The nature of the invention is a process of preparing amino acid derivatives wherein 
the amino acid derivatives are selected from the group consisting B-homovaline, B- 
homophenylalanine, £-trifluoroacetyl-B-homolysine, B-homolysine, B-homoaspartic acid, 
B-homoproline, pyrrol id ine-2-acetic acid and 2-piperidineacetic acid. 

The amount of direction or guidance present and the presence or absence of 
working examples 

The only direction or guidance present in the specification and the only working 
examples present in the specification are for producing specific amino acid derivatives 
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and the organic amines used as starting materials as described on pages 5-13 of the 
applicants instant specification. The process for the preparing the various amino acid 
derivatives listed in claim 1 is not clearly defined in the specification. Applicants have 
only provided two working examples in the specification but do not provide a genus 
process for preparing the different amino acid derivatives listed in the claims. 

The breadth of the claims 

The breadth of the claims is a process for producing amino acid derivatives 
wherein the amino acid derivatives are selected from the group consisting p- 
homovaline, p-homophenylalanine, £-trifluoroacetyl-(3-homolysine, (3-homolysine, p- 
homoaspartic acid, (3-homoproline, pyrrolidine-2-acetic acid and 2-piperidineacetic acid. 

The quantity of experimentation needed and the level of the skill in the art 

While the level of the skill in the pharmaceutical art is high, the quantity of 
experimentation needed is undue experimentation. One of skill in the art would need to 
prepare compounds with similar structural radicals without any direction as to what 
structural radical is needed and how different the derivative can be from any of the 
amino acids or organic amines. 

The level of skill in the art is high without showing or guidance as to how to make 
these other derivatives it would require undue experimentation to figure out the starting 
materials, solvents, temperatures and reaction times that would provide other 
derivatives or organic amines. 
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Claims 1-18 and 20-39 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The "carbanionic reagent" in 
step (b) of the claimed invention is not defined in the specification so as to know the 
structures of the compounds that are included and/or excluded by the term. Therefore, 
the specification lacks adequate support for Claims 1-18 and 20-35. 

III. Conclusion 

THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded 
of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 7:00 AM-3:30PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Shawquia Young/ 
Examiner, Art Unit 1626 



/Rebecca L Anderson/ 
Primary Examiner, Art Unit 1626 



